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We should make sure we 
are using the information 
wisely, that it is accurate 

and we can find it…. 
We owe it to the patients 

who agree to participate in 
research studies and  

share their data. 

“One has to simply examine the phenomenon taking place in 
the various ‘PatientsLikeMe’ web-based communities to gain 
a glimpse of what a world of shared patient data looks like. 
Daily entries by tens of thousands of individuals indicate the 
drive some people possess for sharing data with others.”  

Terry, S.F., Terry, P.F. “Power to the People: Participant 
Ownership of Clinical Trial Data” Science Translational 
Medicine, Feb 2011 
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Desired Qualities for Standards to 
Enable Clinical Research 

• Global, open and free 
• Developed through recognized standards 

development process  
• Collaborative and cooperative; consensus-based  

 not proprietary, ‘one-off’ or redundant 

• Harmonized and semantically consistent 
• Support interoperability with healthcare 
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Existing Standards Enabling the 
Conduct of Clinical Research 

• BRIDG (Biomedical Research Integrated Domain Group) Model 
• CDISC Suite of Standards focused on supporting medical 

research, from protocol through analysis and reporting 
• Controlled Terminology for the above, curated in EVS 

Thesaurus/Metathesaurus 
• Therapeutic Area Standard for Alzheimer’s, Parkinson’s 

Disease, Pain, TB, etc. 
• IHE Integration Profiles (RFD, RPE) and HL7 EHRCR 

Functional Profile 
• Interoperability Specification # 158 (HITSP) to support 

collection of a core set of standard research data from 
electronic health records 
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BRIDG  
• BRIDG Purpose: 

A collaborative effort to produce a shared view of the dynamic and 
static semantics that collectively define a shared domain-of-
interest. 
 The semantic foundation for HL7/CDISC-based application and message 

development 
 Harmonizes the CDISC standards and other similar standards 

• Domain-of-interest/scope: Protocol-driven research  
 

• Core Stakeholders: 
 

• Governance Process: 
Board of Directors prioritizes projects and committee consults with 
projects and harmonizes project models into main model with help 
of project analysts/SMEs 

• On the path to becoming an ISO/CEN Standard through JIC 

http://www.hl7.org/
http://www.fda.gov/
http://www.cancer.gov/
http://www.cdisc.org/
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BRIDG Model Content  
class UML-Based Comprehensiv e BRIDG Model Diagram

Common Sub-Domain::Organization

+ identifier:  DSET<II>
+ name:  DSET<ON>
+ typeCode:  CD
+ actualIndicator:  BL
+ postalAddress:  AD
+ telecomAddress:  BAG<TEL>
+ description:  ST

Common Sub-Domain::Person
{leaf}

+ name:  PN
+ initials:  ST
+ raceCode:  DSET<CD>
+ ethnicGroupCode:  DSET<CD>
+ postalAddress:  AD
+ telecomAddress:  BAG<TEL>
+ maritalStatusCode:  CD
+ educationLevelCode:  CD
+ primaryOccupationCode:  CD
+ occupationDateRange:  IVL<TS.DATE>
+ deathIndicator:  BL
::BiologicEntity
+ actualIndicator:  BL
+ administrativeGenderCode:  CD
+ birthCountryCode:  CD
+ birthOrder:  INT
+ birthDate:  TS.DATETIME
+ deathDate:  TS.DATETIME

Common Sub-Domain::HealthcareProv ider

+ identifier:  II
+ certificateLicenseText:  ST
+ postalAddress:  AD
+ telecomAddress:  BAG<TEL>
+ effectiveDateRange:  IVL<TS.DATETIME>

Study Conduct 
Sub-Domain::

Laboratory

+ identifier:  II

Common Sub-Domain::HealthcareFacility

+ identifier:  II
+ postalAddress:  AD
+ effectiveDateRange:  IVL<TS.DATETIME>

Study Conduct 
Sub-Domain::

PerformingLaboratory

Study Conduct 
Sub-Domain::

CollectingLaboratory

Study Conduct Sub-Domain::StudySite

+ identifier:  II
+ leadIndicator:  BL
+ targetAccrualNumberRange:  URG<INT>
+ accrualStatusCode:  CD
+ accrualStatusDate:  TS.DATETIME
+ dateRange:  IVL<TS.DATETIME>
+ statusCode:  CD
+ statusDate:  TS.DATETIME

constraints
{Is a Function Performed By Exclusive Or}

Protocol Representation Sub-Domain::
StudyInv estigator

{leaf}

+ identifier:  II
+ signatureText:  ST
+ effectiveDateRange:  IVL<TS.DATETIME>
::StudyContact
+ roleCode:  CD
+ primaryIndicator:  BL
+ postalAddress:  AD
+ telecomAddress:  BAG<TEL>
+ statusCode:  CD
+ statusDate:  TS.DATETIME

constraints
{Is a Function Performed By Qualifier}
{Is a Function Performed By Exclusive Or}

Protocol Representation Sub-Domain::Study
{root}

+ acronym:  ST
+ phaseCode:  CD
+ primaryPurposeCode:  CD
+ purposeStatement:  ST
+ diseaseCode:  DSET<CD>
+ targetAnatomicSiteCode:  DSET<CD>
+ designConfigurationCode:  CD
+ studySchematic:  ED
+ populationDescription:  ST
+ studySubjectTypeCode:  CD
+ plannedStudySubjectExperience:  ST
+ targetAccrualNumberRange:  URG<INT>
+ periodicTargetAccrualNumber:  RTO<INT,PQ>
+ accrualReportingMethodCode:  CD
+ responsiblePartyCode:  CD
+ participatingOrganizationTypeCode:  CD
+ participatingCountryCode:  DSET<CD>
+ aeCodingSystem:  II
+ multiInstitutionIndicator:  BL

constraints
{mulitInstitutionalIndicator Qualifier}

Common Sub-Domain::Activity
{root}

+ identifier:  II
+ reasonCode:  DSET<CD>
+ comment:  ST

Study Conduct Sub-Domain::
ScheduledActiv ity

{leaf}

+ dateRange:  IVL<TS.DATETIME>
+ /duration:  PQ.TIME
+ repeatQuantity:  URG<INT>
+ statusCode:  CD
+ statusDate:  TS.DATETIME
::Activity
+ identifier:  II
+ reasonCode:  DSET<CD>
+ comment:  ST

constraints
{actualIndicator Exclusive Or}

Study Conduct Sub-Domain::PerformedActiv ity
{leaf}

+ /actualDuration:  PQ.TIME
+ actualDateRange:  IVL<TS.DATETIME>
+ /delayDuration:  PQ.TIME
+ missedReason:  DSET<SC>
+ missedIndicator:  BL
+ statusCode:  CD
+ statusDate:  TS.DATETIME
::Activity
+ identifier:  II
+ reasonCode:  DSET<CD>
+ comment:  ST

constraints
{Is a Function Performed By Qualifier}
{actualIndicator Exclusive Or}
{Instantiates Exclusive Or}
{Occurs in the Context Of Qualifier}
{actualDateRange Qualifier}

Study Conduct Sub-Domain::
PerformedClinicalResult

{leaf}

+ /normalRangeComparisonCode:  CD
+ reportedResultStatusCode:  CD
+ biomarkerIndicator:  BL
+ asCollectedIndicator:  BL
::PerformedObservationResult
+ identifier:  II
+ typeCode:  CD
+ result:  ANY
+ resultCodeModifiedText:  ST
+ targetAnatomicSiteCode:  CD
+ confidentialityCode:  CD
+ uncertaintyCode:  CD
+ reportedDate:  TS.DATETIME
+ comment:  ST

Common Sub-Domain::Subject
{root}

+ state:  ST

constraints
{Is a Function Performed By Exclusive Or}

Common Sub-Domain::Material
{root}

+ identifier:  DSET<II>
+ name:  DSET<TN>
+ formCode:  CD
+ actualIndicator:  BL
+ description:  ST
+ effectiveDateRange:  IVL<TS.DATETIME>

Common Sub-Domain::ResourceProv ider
{root}

+ identifier:  II
+ effectiveDateRange:  IVL<TS.DATETIME>

constraints
{Is a Function Performed By Exclusive Or}

Study Conduct Sub-Domain::
ConcomitantAgent

Study Conduct Sub-Domain::BiologicSpecimen
{leaf}

+ accessionNumberText:  ST
+ conditionCode:  CD
::Material
+ identifier:  DSET<II>
+ name:  DSET<TN>
+ formCode:  CD
+ actualIndicator:  BL
+ description:  ST
+ effectiveDateRange:  IVL<TS.DATETIME>

constraints
{actualIndicator Qualifier}

Regulatory Sub-Domain::
RegulatoryApplicationSponsor

+ effectiveDateRange:  IVL<TS.DATETIME>

constraints
{Is a Function Performed  By Exclusive Or}

Protocol Representation Sub-Domain::StudyAgent

+ functionCode:  CD
+ statusCode:  CD
+ statusDate:  TS.DATETIME

Study Conduct Sub-Domain::PerformedAdministrativ eActiv ity
{leaf}

+ varianceTypeCode:  CD
+ varianceReason:  ST
::PerformedActivity
+ /actualDuration:  PQ.TIME
+ actualDateRange:  IVL<TS.DATETIME>
+ /delayDuration:  PQ.TIME
+ missedReason:  DSET<SC>
+ missedIndicator:  BL
+ statusCode:  CD
+ statusDate:  TS.DATETIME
::Activity
+ identifier:  II
+ reasonCode:  DSET<CD>
+ comment:  ST

constraints
{Is a Function Performed By Qualifier}

Study Conduct Sub-Domain::
PerformedSpecimenCollection

{leaf}

+ fastingStatusIndicator:  BL
::PerformedProcedure
+ methodCode:  CD
+ approachAnatomicSiteCode:  CD
+ targetAnatomicSiteCode:  CD
+ targetAnatomicSiteConditionCode:  CD
::PerformedActivity
+ /actualDuration:  PQ.TIME
+ actualDateRange:  IVL<TS.DATETIME>
+ /delayDuration:  PQ.TIME
+ missedReason:  DSET<SC>
+ missedIndicator:  BL
+ statusCode:  CD
+ statusDate:  TS.DATETIME
::Activity
+ identifier:  II
+ reasonCode:  DSET<CD>
+ comment:  ST

Study Conduct Sub-Domain::
PerformedSubstanceAdministration

{leaf}

+ dose:  PQ
+ doseDescription:  ST
+ doseFrequencyCode:  CD
+ dailyDoseTotal:  PQ
+ changeTypeCode:  CD
+ plannedChangeIndicator:  BL
+ changeReason:  ST
+ routeOfAdministrationCode:  CD
+ /startRelativeToReferenceCode:  CD
+ /endRelativeToReferenceCode:  CD
::PerformedProcedure
+ methodCode:  CD
+ approachAnatomicSiteCode:  CD
+ targetAnatomicSiteCode:  CD
+ targetAnatomicSiteConditionCode:  CD
::PerformedActivity
+ /actualDuration:  PQ.TIME
+ actualDateRange:  IVL<TS.DATETIME>
+ /delayDuration:  PQ.TIME
+ missedReason:  DSET<SC>
+ missedIndicator:  BL
+ statusCode:  CD
+ statusDate:  TS.DATETIME
::Activity
+ identifier:  II
+ reasonCode:  DSET<CD>
+ comment:  ST

constraints
{Is a Function Performed By Qualifier}
{relativeToReference Qualifier}

Common Sub-Domain::StudySubject
{leaf}

+ confidentialityIndicator:  BL
+ paymentMethodCode:  CD
+ statusCode:  CD
+ statusDate:  TS.DATETIME
::Subject
+ state:  ST

Common Sub-Domain::Document
{root}

+ typeCode:  CD
+ officialTitle:  ST
+ text:  ED
+ keywordCode:  DSET<CD>
+ keywordText:  DSET<ST>
+ revisionReason:  ST
+ revisionNumberText:  ST
+ uniformResourceLocator:  URL
+ bibliographicDesignation:  ST

Regulatory Sub-Domain::SubmissionUnit

+ typeCode:  CD
+ receiptDate:  TS.DATETIME
+ effectiveDateRange:  IVL<TS.DATETIME>

constraints
{Grouped Into Exclusive Or}

Regulatory Sub-Domain:
:RegulatoryApplication

+ identifier:  II
+ typeCode:  CD

Regulatory Sub-Domain::Submission

+ typeCode:  CD
+ /receiptDate:  TS.DATETIME
+ statusCode:  CD
+ statusDate:  TS.DATETIME

constraints
{Groups Exclusive Or}

Common Sub-Domain::DocumentRelationship

+ typeCode:  CD

Regulatory 
Sub-Domain::

Rev iewableUnit

+ typeCode:  CD

Study Conduct Sub-Domain::PerformedObserv ationResult

+ identifier:  II
+ typeCode:  CD
+ result:  ANY
+ resultCodeModifiedText:  ST
+ targetAnatomicSiteCode:  CD
+ confidentialityCode:  CD
+ uncertaintyCode:  CD
+ reportedDate:  TS.DATETIME
+ comment:  ST

Common Sub-Domain::Ov ersightCommittee
{leaf}

+ typeCode:  CD
+ effectiveDateRange:  IVL<TS.DATETIME>

Common Sub-Domain::
AssociatedBiologicEntity

+ typeCode:  DSET<CD>

Study Conduct Sub-Domain::
PerformedClinicalInterpretation

{leaf}

+ toxicityTermCode:  CD
+ toxicityGradeCode:  CD
+ severityCode:  CD
+ clinicallySignificantIndicator:  BL
+ abnormalIndicator:  BL
::PerformedObservationResult
+ identifier:  II
+ typeCode:  CD
+ result:  ANY
+ resultCodeModifiedText:  ST
+ targetAnatomicSiteCode:  CD
+ confidentialityCode:  CD
+ uncertaintyCode:  CD
+ reportedDate:  TS.DATETIME
+ comment:  ST

Study Conduct Sub-Domain::
PerformedStudyAgentTransfer

{leaf}

+ quantity:  PQ
+ originalQuantity:  PQ
::PerformedAdministrativeActivity
+ varianceTypeCode:  CD
+ varianceReason:  ST
::PerformedActivity
+ /actualDuration:  PQ.TIME
+ actualDateRange:  IVL<TS.DATETIME>
+ /delayDuration:  PQ.TIME
+ missedReason:  DSET<SC>
+ missedIndicator:  BL
+ statusCode:  CD
+ statusDate:  TS.DATETIME
::Activity
+ identifier:  II
+ reasonCode:  DSET<CD>
+ comment:  ST

constraints
{Is a Function Performed By Qualifier}

Study Conduct Sub-Domain::
StudyResearchCoordinator

{leaf}

::StudyContact
+ roleCode:  CD
+ primaryIndicator:  BL
+ postalAddress:  AD
+ telecomAddress:  BAG<TEL>
+ statusCode:  CD
+ statusDate:  TS.DATETIME

Study Conduct Sub-Domain::
PerformedProtocolDev iation

{leaf}

+ categoryCode:  CD
+ dateRange:  IVL<TS.DATETIME>
::PerformedObservationResult
+ identifier:  II
+ typeCode:  CD
+ result:  ANY
+ resultCodeModifiedText:  ST
+ targetAnatomicSiteCode:  CD
+ confidentialityCode:  CD
+ uncertaintyCode:  CD
+ reportedDate:  TS.DATETIME
+ comment:  ST

Study Conduct Sub-Domain::
PerformedMedicalHistoryResult

{leaf}

+ endRelativeToReferenceCode:  CD
+ occurrenceDateRange:  IVL<TS.DATETIME>
::PerformedObservationResult
+ identifier:  II
+ typeCode:  CD
+ result:  ANY
+ resultCodeModifiedText:  ST
+ targetAnatomicSiteCode:  CD
+ confidentialityCode:  CD
+ uncertaintyCode:  CD
+ reportedDate:  TS.DATETIME
+ comment:  ST

constraints
{relativeToReference Qualifier}

Protocol Representation 
Sub-Domain::StudyObjectiv e

+ primaryIndicator:  BL
+ description:  ST

Study Conduct Sub-Domain::PerformedObserv ation
{leaf}

+ methodCode:  DSET<CD>
+ bodyPositionCode:  CD
+ targetAnatomicSiteCode:  CD
+ targetAnatomicSiteLateralityCode:  CD
+ /focalDuration:  PQ.TIME
+ /focalDateRange:  IVL<TS.DATETIME>
::PerformedActivity
+ /actualDuration:  PQ.TIME
+ actualDateRange:  IVL<TS.DATETIME>
+ /delayDuration:  PQ.TIME
+ missedReason:  DSET<SC>
+ missedIndicator:  BL
+ statusCode:  CD
+ statusDate:  TS.DATETIME
::Activity
+ identifier:  II
+ reasonCode:  DSET<CD>
+ comment:  ST

constraints
{Is a Function Performed By Qualifier}

Protocol Representation Sub-Domain::DefinedActiv ity
{leaf}

+ nameCode:  CD
+ categoryCode:  CD
+ subcategoryCode:  CD
+ repeatFrequencyCode:  CD
+ repeatFrequencyRatio:  RTO<INT,PQ.TIME>
+ repeatQuantity:  URG<INT>
+ /repeatDuration:  PQ.TIME
+ description:  ST
+ statusCode:  CD
+ statusDate:  TS.DATETIME
::Activity
+ identifier:  II
+ reasonCode:  DSET<CD>
+ comment:  ST

constraints
{actualIndicator Qualifier}
{Repeat Frequency Exclusive Or}
{Repeat Duration or Quantity Exclusive Or}
{categoryCode Qualifier}

Common Sub-Domain::ResearchStaff

+ postalAddress:  AD
+ telecomAddress:  BAG<TEL>
+ effectiveDateRange:  IVL<TS.DATETIME>

constraints
{Person-Org Pair Unique}

Common Sub-Domain::DocumentAuthor
{root}

constraints
{Is a Function Performed By Qualifier}
{Study Author Performed By Qualifier}

Study Conduct Sub-Domain::
PerformedStudySubjectMilestone

{leaf}

+ informedConsentDate:  TS.DATETIME
+ registrationDate:  TS.DATETIME
+ offStudyDate:  TS.DATETIME
+ offStudyReasonCode:  CD
+ studyReferenceDateRange:  IVL<TS.DATETIME>
::PerformedAdministrativeActivity
+ varianceTypeCode:  CD
+ varianceReason:  ST
::PerformedActivity
+ /actualDuration:  PQ.TIME
+ actualDateRange:  IVL<TS.DATETIME>
+ /delayDuration:  PQ.TIME
+ missedReason:  DSET<SC>
+ missedIndicator:  BL
+ statusCode:  CD
+ statusDate:  TS.DATETIME
::Activity
+ identifier:  II
+ reasonCode:  DSET<CD>
+ comment:  ST

constraints
{Is a Function Performed By Qualifier}
{Date Exclusive Or}

Study Conduct Sub-Domain::
PerformedStudyAdministrativ eActiv ity

{leaf}

::PerformedAdministrativeActivity
+ varianceTypeCode:  CD
+ varianceReason:  ST
::PerformedActivity
+ /actualDuration:  PQ.TIME
+ actualDateRange:  IVL<TS.DATETIME>
+ /delayDuration:  PQ.TIME
+ missedReason:  DSET<SC>
+ missedIndicator:  BL
+ statusCode:  CD
+ statusDate:  TS.DATETIME
::Activity
+ identifier:  II
+ reasonCode:  DSET<CD>
+ comment:  ST

constraints
{Is a Function Performed By Qualifier}

Study Conduct Sub-Domain::
PerformedDiagnosis

{leaf}

+ diseaseStatusCode:  CD
+ recurrenceIndicator:  BL
::PerformedObservationResult
+ identifier:  II
+ typeCode:  CD
+ result:  ANY
+ resultCodeModifiedText:  ST
+ targetAnatomicSiteCode:  CD
+ confidentialityCode:  CD
+ uncertaintyCode:  CD
+ reportedDate:  TS.DATETIME
+ comment:  ST

Study Conduct Sub-Domain::
PerformedLesionDescription

{leaf}

+ appearanceTypeCode:  CD
+ contactAnatomicSiteCode:  CD
+ lesionNumber:  INT
+ measurableIndicator:  BL
+ xDimension:  PQ
+ yDimension:  PQ
+ zDimension:  PQ
+ /dimensionProduct:  PQ
::PerformedObservationResult
+ identifier:  II
+ typeCode:  CD
+ result:  ANY
+ resultCodeModifiedText:  ST
+ targetAnatomicSiteCode:  CD
+ confidentialityCode:  CD
+ uncertaintyCode:  CD
+ reportedDate:  TS.DATETIME
+ comment:  ST

Study Conduct Sub-Domain::
PerformedHistopathology

{leaf}

+ differentiationGradeCode:  DSET<CD>
+ cellTypeCode:  DSET<CD>
+ involvedSurgicalMarginIndicator:  BL
::PerformedObservationResult
+ identifier:  II
+ typeCode:  CD
+ result:  ANY
+ resultCodeModifiedText:  ST
+ targetAnatomicSiteCode:  CD
+ confidentialityCode:  CD
+ uncertaintyCode:  CD
+ reportedDate:  TS.DATETIME
+ comment:  ST

Common Sub-Domain::BiologicEntity
{root}

+ actualIndicator:  BL
+ administrativeGenderCode:  CD
+ birthCountryCode:  CD
+ birthOrder:  INT
+ birthDate:  TS.DATETIME
+ deathDate:  TS.DATETIME

Common Sub-Domain::
BiologicEntityGroup

+ name:  TN
+ typeCode:  CD
+ quantity:  INT
+ actualIndicator:  BL

Common Sub-Domain::Animal
{leaf}

+ speciesCode:  CD
+ breedCode:  CD
+ strain:  ST
+ reproductiveOrgansPresentIndicator:  BL
+ description:  ED
::BiologicEntity
+ actualIndicator:  BL
+ administrativeGenderCode:  CD
+ birthCountryCode:  CD
+ birthOrder:  INT
+ birthDate:  TS.DATETIME
+ deathDate:  TS.DATETIME

Study Conduct Sub-Domain::PerformedProcedure
{leaf}

+ methodCode:  CD
+ approachAnatomicSiteCode:  CD
+ targetAnatomicSiteCode:  CD
+ targetAnatomicSiteConditionCode:  CD
::PerformedActivity
+ /actualDuration:  PQ.TIME
+ actualDateRange:  IVL<TS.DATETIME>
+ /delayDuration:  PQ.TIME
+ missedReason:  DSET<SC>
+ missedIndicator:  BL
+ statusCode:  CD
+ statusDate:  TS.DATETIME
::Activity
+ identifier:  II
+ reasonCode:  DSET<CD>
+ comment:  ST

constraints
{Is a Function Performed By Qualifier}

Common Sub-Domain::Product
{leaf}

+ nameCode:  CD
+ nameModifiedText:  ST
+ typeCode:  CD
+ classCode:  DSET<CD>
+ pre1938Indicator:  BL
+ treatmentVehicleCode:  CD
+ treatmentVehicleVolume:  PQ
+ expirationDate:  TS.DATE.FULL
::Material
+ identifier:  DSET<II>
+ name:  DSET<TN>
+ formCode:  CD
+ actualIndicator:  BL
+ description:  ST
+ effectiveDateRange:  IVL<TS.DATETIME>

constraints
{Distributor Qualifier}
{Manufacturer Qualifier}
{ManufacturingSite Qualifier}

Common Sub-Domain::
Package

+ identifier:  DSET<II>
+ name:  TN
+ typeCode:  CD
+ formCode:  CD
+ lotNumberText:  ST
+ capTypeCode:  CD
+ capacityQuantity:  PQ

Common Sub-Domain::Dev ice
{leaf}

+ age:  PQ
+ manufactureDate:  TS.DATETIME
+ reprocessedDeviceCode:  CD
+ availableForEvaluationIndicator:  BL
+ overTheCounterProductIndicator:  BL
+ singleUseDeviceIndicator:  BL
::Product
+ nameCode:  CD
+ nameModifiedText:  ST
+ typeCode:  CD
+ classCode:  DSET<CD>
+ pre1938Indicator:  BL
+ treatmentVehicleCode:  CD
+ treatmentVehicleVolume:  PQ
+ expirationDate:  TS.DATE.FULL
::Material
+ identifier:  DSET<II>
+ name:  DSET<TN>
+ formCode:  CD
+ actualIndicator:  BL
+ description:  ST
+ effectiveDateRange:  IVL<TS.DATETIME>

Common Sub-Domain::Drug
{leaf}

+ lotNumberText:  ST
::Product
+ nameCode:  CD
+ nameModifiedText:  ST
+ typeCode:  CD
+ classCode:  DSET<CD>
+ pre1938Indicator:  BL
+ treatmentVehicleCode:  CD
+ treatmentVehicleVolume:  PQ
+ expirationDate:  TS.DATE.FULL
::Material
+ identifier:  DSET<II>
+ name:  DSET<TN>
+ formCode:  CD
+ actualIndicator:  BL
+ description:  ST
+ effectiveDateRange:  IVL<TS.DATETIME>

Common Sub-Domain::Biologic
{leaf}

+ lotNumberText:  ST
::Product
+ nameCode:  CD
+ nameModifiedText:  ST
+ typeCode:  CD
+ classCode:  DSET<CD>
+ pre1938Indicator:  BL
+ treatmentVehicleCode:  CD
+ treatmentVehicleVolume:  PQ
+ expirationDate:  TS.DATE.FULL
::Material
+ identifier:  DSET<II>
+ name:  DSET<TN>
+ formCode:  CD
+ actualIndicator:  BL
+ description:  ST
+ effectiveDateRange:  IVL<TS.DATETIME>

Common Sub-Domain::FoodProduct
{leaf}

+ lotNumberText:  ST
::Product
+ nameCode:  CD
+ nameModifiedText:  ST
+ typeCode:  CD
+ classCode:  DSET<CD>
+ pre1938Indicator:  BL
+ treatmentVehicleCode:  CD
+ treatmentVehicleVolume:  PQ
+ expirationDate:  TS.DATE.FULL
::Material
+ identifier:  DSET<II>
+ name:  DSET<TN>
+ formCode:  CD
+ actualIndicator:  BL
+ description:  ST
+ effectiveDateRange:  IVL<TS.DATETIME>

Common Sub-Domain::Cosmetic
{leaf}

+ lotNumberText:  ST
::Product
+ nameCode:  CD
+ nameModifiedText:  ST
+ typeCode:  CD
+ classCode:  DSET<CD>
+ pre1938Indicator:  BL
+ treatmentVehicleCode:  CD
+ treatmentVehicleVolume:  PQ
+ expirationDate:  TS.DATE.FULL
::Material
+ identifier:  DSET<II>
+ name:  DSET<TN>
+ formCode:  CD
+ actualIndicator:  BL
+ description:  ST
+ effectiveDateRange:  IVL<TS.DATETIME>

Regulatory Sub-Domain::
RegulatoryAssessment

+ identifier:  DSET<II>
+ assessmentCode:  CD
+ assessmentDate:  TS.DATETIME

Common Sub-Domain::Manufacturer

Common 
Sub-Domain::

ManufacturingSite

Regulatory Sub-Domain::RegulatoryAuthority
{leaf}

+ jurisdictionCode:  CD
+ effectiveDateRange:  IVL<TS.DATETIME>

Adv erse Ev ent Sub-Domain::
PerformedProductInv estigation

{leaf}

::PerformedObservation
+ methodCode:  DSET<CD>
+ bodyPositionCode:  CD
+ targetAnatomicSiteCode:  CD
+ targetAnatomicSiteLateralityCode:  CD
+ /focalDuration:  PQ.TIME
+ /focalDateRange:  IVL<TS.DATETIME>
::PerformedActivity
+ /actualDuration:  PQ.TIME
+ actualDateRange:  IVL<TS.DATETIME>
+ /delayDuration:  PQ.TIME
+ missedReason:  DSET<SC>
+ missedIndicator:  BL
+ statusCode:  CD
+ statusDate:  TS.DATETIME
::Activity
+ identifier:  II
+ reasonCode:  DSET<CD>
+ comment:  ST

Adv erse Ev ent Sub-Domain::
PerformedProductProblemDiscov ery

{leaf}

::PerformedObservationResult
+ identifier:  II
+ typeCode:  CD
+ result:  ANY
+ resultCodeModifiedText:  ST
+ targetAnatomicSiteCode:  CD
+ confidentialityCode:  CD
+ uncertaintyCode:  CD
+ reportedDate:  TS.DATETIME
+ comment:  ST

Study Conduct Sub-Domain::
PerformedEligibilityCriterion

{leaf}

+ questionCode:  CD
+ displayOrder:  INT
+ notApplicableIndicator:  BL
::PerformedObservation
+ methodCode:  DSET<CD>
+ bodyPositionCode:  CD
+ targetAnatomicSiteCode:  CD
+ targetAnatomicSiteLateralityCode:  CD
+ /focalDuration:  PQ.TIME
+ /focalDateRange:  IVL<TS.DATETIME>
::PerformedActivity
+ /actualDuration:  PQ.TIME
+ actualDateRange:  IVL<TS.DATETIME>
+ /delayDuration:  PQ.TIME
+ missedReason:  DSET<SC>
+ missedIndicator:  BL
+ statusCode:  CD
+ statusDate:  TS.DATETIME
::Activity
+ identifier:  II
+ reasonCode:  DSET<CD>
+ comment:  ST

constraints
{Is a Function Performed By Qualifier}

Study Conduct Sub-Domain::
PerformedInclusionCriterion

{leaf}

::PerformedEligibil ityCriterion
+ questionCode:  CD
+ displayOrder:  INT
+ notApplicableIndicator:  BL
::PerformedObservation
+ methodCode:  DSET<CD>
+ bodyPositionCode:  CD
+ targetAnatomicSiteCode:  CD
+ targetAnatomicSiteLateralityCode:  CD
+ /focalDuration:  PQ.TIME
+ /focalDateRange:  IVL<TS.DATETIME>
::PerformedActivity
+ /actualDuration:  PQ.TIME
+ actualDateRange:  IVL<TS.DATETIME>
+ /delayDuration:  PQ.TIME
+ missedReason:  DSET<SC>
+ missedIndicator:  BL
+ statusCode:  CD
+ statusDate:  TS.DATETIME
::Activity
+ identifier:  II
+ reasonCode:  DSET<CD>
+ comment:  ST

Study Conduct Sub-Domain::
PerformedExclusionCriterion

{leaf}

::PerformedEligibil ityCriterion
+ questionCode:  CD
+ displayOrder:  INT
+ notApplicableIndicator:  BL
::PerformedObservation
+ methodCode:  DSET<CD>
+ bodyPositionCode:  CD
+ targetAnatomicSiteCode:  CD
+ targetAnatomicSiteLateralityCode:  CD
+ /focalDuration:  PQ.TIME
+ /focalDateRange:  IVL<TS.DATETIME>
::PerformedActivity
+ /actualDuration:  PQ.TIME
+ actualDateRange:  IVL<TS.DATETIME>
+ /delayDuration:  PQ.TIME
+ missedReason:  DSET<SC>
+ missedIndicator:  BL
+ statusCode:  CD
+ statusDate:  TS.DATETIME
::Activity
+ identifier:  II
+ reasonCode:  DSET<CD>
+ comment:  ST

Adv erse Ev ent Sub-Domain::
Adv erseEv ent

{leaf}

+ gradeCode:  CD
+ severityCode:  CD
+ seriousnessCode:  CD
+ categoryCode:  CD
+ subcategoryCode:  CD
+ occurrencePatternCode:  CD
+ endRelativeToReferenceCode:  CD
+ unexpectedReasonCode:  DSET<CD>
+ expectedIndicator:  BL
+ hospitalizationRequiredIndicator:  BL
+ highlightedIndicator:  BL
+ duration:  PQ.TIME
+ onsetDate:  TS.DATETIME
+ resolutionDate:  TS.DATETIME
::PerformedObservationResult
+ identifier:  II
+ typeCode:  CD
+ result:  ANY
+ resultCodeModifiedText:  ST
+ targetAnatomicSiteCode:  CD
+ confidentialityCode:  CD
+ uncertaintyCode:  CD
+ reportedDate:  TS.DATETIME
+ comment:  ST

Adv erse Ev ent Sub-Domain::
Ev aluatedResultRelationship

+ probability:  REAL
+ uncertaintyCode:  CD

Adv erse Ev ent Sub-Domain::
Ev aluatedActiv ityRelationship

+ probability:  REAL
+ uncertaintyCode:  CD

Study Conduct Sub-Domain:
:AssessedResult

+ typeCode:  CD
+ comment:  ST

Adv erse Ev ent Sub-Domain::
PerformedProductInv estigationResult

{leaf}

+ defectTypeCode:  CD
+ deviceMalfunctionCode:  CD
+ evaluationConclusionCode:  CD
+ conclusion:  ST
::PerformedObservationResult
+ identifier:  II
+ typeCode:  CD
+ result:  ANY
+ resultCodeModifiedText:  ST
+ targetAnatomicSiteCode:  CD
+ confidentialityCode:  CD
+ uncertaintyCode:  CD
+ reportedDate:  TS.DATETIME
+ comment:  ST

Common Sub-Domain::DocumentReceiv er

constraints
{Is a Function Performed By Exclusive Or}

Adverse Event Sub-Domain

Common Sub-Domain

Protocol Representation Sub-Domain

Regulatory Sub-Domain

Study Conduct Sub-Domain

Legend

Common Sub-Domain::Report
{leaf}

+ communicationModeCode:  CD
::Document
+ typeCode:  CD
+ officialTitle:  ST
+ text:  ED
+ keywordCode:  DSET<CD>
+ keywordText:  DSET<ST>
+ revisionReason:  ST
+ revisionNumberText:  ST
+ uniformResourceLocator:  URL
+ bibliographicDesignation:  ST

Adv erse Ev ent Sub-Domain::SafetyReport
{leaf}

+ subtypeCode:  CD
+ nullificationReasonCode:  CD
+ nullificationIndicator:  BL
::Report
+ communicationModeCode:  CD
::Document
+ typeCode:  CD
+ officialTitle:  ST
+ text:  ED
+ keywordCode:  DSET<CD>
+ keywordText:  DSET<ST>
+ revisionReason:  ST
+ revisionNumberText:  ST
+ uniformResourceLocator:  URL
+ bibliographicDesignation:  ST

Protocol Representation Sub-Domain::Arm
{root}

+ name:  ST
+ typeCode:  CD
+ targetAccrualNumberRange:  URG<INT>
+ randomizationWeightText:  ST
+ description:  ST

constraints
{name Unique}

Protocol Representation 
Sub-Domain::Epoch

{root}

+ name:  ST
+ typeCode:  CD
+ sequenceNumber:  INT
+ description:  ST

constraints
{name Unique}

Common Sub-Domain::Place

+ identifier:  DSET<II>
+ typeCode:  CD

Common Sub-Domain::OrganizationalContact

+ typeCode:  DSET<CD>
+ title:  ST
+ primaryIndicator:  BL
+ postalAddress:  AD
+ telecomAddress:  BAG<TEL>
+ effectiveDateRange:  IVL<TS.DATETIME>

Common Sub-Domain::
Administrativ eMemberCRA

Common Sub-Domain::
Administrativ eMemberPI

Common Sub-Domain:
:Cooperativ eGroup

Common Sub-Domain::
MemberInstitution

Common Sub-Domain::ResearchOrganization

+ typeCode:  CD
+ effectiveDateRange:  IVL<TS.DATETIME>

Common Sub-Domain::
TreatingSite

constraints
{Is a Member Of Exclusive Or}

Common Sub-Domain::
Distributor

Common Sub-Domain::OrganizationPart

+ identifier:  II
+ typeCode:  CD
+ effectiveDateRange:  IVL<TS.DATETIME>

Common Sub-Domain::
HealthcareProv iderGroup

+ effectiveDateRange:  IVL<TS.DATETIME>

Common Sub-Domain::
HealthcareProv iderGroupMember

+ effectiveDateRange:  IVL<TS.DATETIME>

Protocol Representation Sub-Domain::
RandomizationBookEntry

+ positionNumber:  INT
+ positionFilledIndicator:  BL

Protocol 
Representation 

Sub-Domain::
StratumGroup

+ groupNumber:  INT

Common Sub-Domain::BiologicEntityIdentifier

+ identifier:  II
+ typeCode:  CD
+ effectiveDateRange:  IVL<TS.DATETIME>

Common Sub-Domain::
DocumentIdentifier

+ identifier:  II
+ typeCode:  CD
+ primaryIndicator:  BL

constraints
{Is Issued By Exclusive Or}

View Description:
This View shows the complete BRIDG Model (current Release) 
and specifically shows, for each class where it's applicable, the 
complete set of attributes for the class, partitioning the 
attributes as to whether they are "local" to the class or inherited 
from the class' super-type hierarchy. 

Study Conduct Sub-Domain::
StudyOv erallStatus

+ studyStoppedReasonCode:  CD
+ anticipatedIndicator:  BL
+ comment:  ST
+ statusCode:  CD
+ statusDate:  TS.DATETIME

Study Conduct Sub-Domain::
StudyRecruitmentStatus

+ statusCode:  CD
+ statusDate:  TS.DATETIME

Common Sub-Domain::
DocumentWorkflowStatus

+ comment:  ST
+ statusCode:  CD
+ statusDate:  TS.DATE.FULL

Protocol Representation 
Sub-Domain::

StudyOutcomeMeasure

+ name:  ST
+ typeCode:  DSET<CD>
+ primaryIndicator:  BL
+ timeFrameText:  ST

Common 
Sub-Domain::
StudyRegistry

+ name:  ST
+ acronym:  ST

Protocol Representation Sub-Domain::
StudyReference

+ publicationIdentifier:  II
+ publicationName:  ST
+ universalResourceLocator:  URL
+ citationDescription:  ST
+ linkPageDescription:  ST

Protocol Representation Sub-Domain::Resource
{root}

+ activeIndicator:  BL
+ inactiveComment:  ST

Protocol Representation 
Sub-Domain::Gov ernmentFunding

{leaf}

+ fundingTypeCode:  CD
+ fundingMechanismCode:  CD
+ nihInstituteCode:  CD
+ serialNumberText:  ST
::Resource
+ activeIndicator:  BL
+ inactiveComment:  ST

Protocol Representation Sub-Domain::
StudyLegalSponsor

+ primaryIndicator:  BL

constraints
{Is a Function Performed By Exclusive Or}

Protocol Representation 
Sub-Domain::

MaterialResource
{leaf}

::Resource
+ activeIndicator:  BL
+ inactiveComment:  ST

Protocol Representation Sub-Domain::
StudyContact

{root}

+ roleCode:  CD
+ primaryIndicator:  BL
+ postalAddress:  AD
+ telecomAddress:  BAG<TEL>
+ statusCode:  CD
+ statusDate:  TS.DATETIME

Study Conduct Sub-Domain::
StudySiteContact

{root}

+ roleCode:  CD
+ primaryIndicator:  BL
+ postalAddress:  AD
+ telecomAddress:  BAG<TEL>
+ statusCode:  CD
+ statusDate:  TS.DATETIME

Study Conduct Sub-Domain::
StudySiteInv estigator

{leaf}

::StudySiteContact
+ roleCode:  CD
+ primaryIndicator:  BL
+ postalAddress:  AD
+ telecomAddress:  BAG<TEL>
+ statusCode:  CD
+ statusDate:  TS.DATETIME

constraints
{Is a Function Performed By Qualifier}
{Is a Function Performed By Exclusive Or}

Protocol Representation Sub-Domain::
Interv entionalStudy

{leaf}

+ controlTypeCode:  CD
+ controlConcurrencyTypeCode:  CD
+ allocationCode:  CD
+ blindingSchemaCode:  CD
+ blindedRoleCode:  DSET<CD>
+ interventionGroupQuantity:  INT
+ acceptsHealthyVolunteersIndicator:  BL
+ interventionDescription:  ST
::Study
+ acronym:  ST
+ phaseCode:  CD
+ primaryPurposeCode:  CD
+ purposeStatement:  ST
+ diseaseCode:  DSET<CD>
+ targetAnatomicSiteCode:  DSET<CD>
+ designConfigurationCode:  CD
+ studySchematic:  ED
+ populationDescription:  ST
+ studySubjectTypeCode:  CD
+ plannedStudySubjectExperience:  ST
+ targetAccrualNumberRange:  URG<INT>
+ periodicTargetAccrualNumber:  RTO<INT,PQ>
+ accrualReportingMethodCode:  CD
+ responsiblePartyCode:  CD
+ participatingOrganizationTypeCode:  CD
+ participatingCountryCode:  DSET<CD>
+ aeCodingSystem:  II
+ multiInstitutionIndicator:  BL

constraints
{blindedRoleCode Qualifier}

Protocol Representation Sub-Domain::
Observ ationalStudy

{leaf}

+ samplingMethodCode:  CD
+ timePerspectiveCode:  CD
::Study
+ acronym:  ST
+ phaseCode:  CD
+ primaryPurposeCode:  CD
+ purposeStatement:  ST
+ diseaseCode:  DSET<CD>
+ targetAnatomicSiteCode:  DSET<CD>
+ designConfigurationCode:  CD
+ studySchematic:  ED
+ populationDescription:  ST
+ studySubjectTypeCode:  CD
+ plannedStudySubjectExperience:  ST
+ targetAccrualNumberRange:  URG<INT>
+ periodicTargetAccrualNumber:  RTO<INT,PQ>
+ accrualReportingMethodCode:  CD
+ responsiblePartyCode:  CD
+ participatingOrganizationTypeCode:  CD
+ participatingCountryCode:  DSET<CD>
+ aeCodingSystem:  II
+ multiInstitutionIndicator:  BL

Protocol Representation Sub-Domain::
ExpandedAccessStudy

{leaf}

+ interventionDescription:  ST
::Study
+ acronym:  ST
+ phaseCode:  CD
+ primaryPurposeCode:  CD
+ purposeStatement:  ST
+ diseaseCode:  DSET<CD>
+ targetAnatomicSiteCode:  DSET<CD>
+ designConfigurationCode:  CD
+ studySchematic:  ED
+ populationDescription:  ST
+ studySubjectTypeCode:  CD
+ plannedStudySubjectExperience:  ST
+ targetAccrualNumberRange:  URG<INT>
+ periodicTargetAccrualNumber:  RTO<INT,PQ>
+ accrualReportingMethodCode:  CD
+ responsiblePartyCode:  CD
+ participatingOrganizationTypeCode:  CD
+ participatingCountryCode:  DSET<CD>
+ aeCodingSystem:  II
+ multiInstitutionIndicator:  BL

NOTE:  Until further clarification, the 
BRIDG SCC believes the IND/IDE 
regulatory application serial number is the 
number assigned by the applicant/sponsor 
to a document that is either a supplement 
or an amendment to the original 
submission unit and is represented using 
DocumentIdentifier.identifer. 

Regulatory Sub-Domain::
Ov ersightAuthority

{root}

Protocol Representation 
Sub-Domain::

StudyOv ersightAuthority

Study Conduct Sub-Domain::
StudySiteOv ersightStatus

+ reviewBoardApprovalNumberText:  ST
+ reviewBoardApprovalStatusCode:  CD
+ reviewBoardApprovalDate:  TS.DATETIME

Common Sub-Domain::QualifiedPerson

+ identifier:  II
+ typeCode:  CD
+ certificateLicenseText:  ST
+ effectiveDateRange:  IVL<TS.DATETIME>

Common Sub-Domain::ExperimentalUnit

+ identifier:  DSET<II>
+ subgroupCode:  CD
+ statusCode:  CD
+ statusDate:  TS.DATETIME

constraints
{Is a Function Performed By Exclusive Or}

Common Sub-Domain::
ProductGroup

+ identifier:  II
+ quantity:  INT
+ actualIndicator:  BL

Common Sub-Domain::Performer

+ identifier:  II
+ typeCode:  CD
+ actualIndicator:  BL
+ postalAddress:  AD
+ telecomAddress:  BAG<TEL>
+ effectiveDateRange:  IVL<TS.DATETIME>

constraints
{Is a Function Performed By Exclusive Or}

Protocol Representation Sub-Domain::
DefinedObserv ation

{leaf}

+ methodCode:  DSET<CD>
+ bodyPositionCode:  CD
+ targetAnatomicSiteCode:  CD
+ targetAnatomicSiteLateralityCode:  CD
+ /focalDuration:  PQ.TIME
+ focalDateRange:  EXPR<IVL<TS.DATETIME>>
::DefinedActivity
+ nameCode:  CD
+ categoryCode:  CD
+ subcategoryCode:  CD
+ repeatFrequencyCode:  CD
+ repeatFrequencyRatio:  RTO<INT,PQ.TIME>
+ repeatQuantity:  URG<INT>
+ /repeatDuration:  PQ.TIME
+ description:  ST
+ statusCode:  CD
+ statusDate:  TS.DATETIME
::Activity
+ identifier:  II
+ reasonCode:  DSET<CD>
+ comment:  ST

Common Sub-Domain::
BiologicEntityPart

+ anatomicSiteCode:  CD
+ anatomicSiteLateralityCode:  CD

Study Conduct Sub-Domain::
ReferenceResult

+ typeCode:  CD
+ result:  ANY
+ targetAnatomicSiteCode:  CD
+ comment:  ST

Adv erse Ev ent Sub-Domain::
Adv erseEv entActionTaken

+ typeCode:  CD
+ delayDuration:  PQ.TIME

Adv erse Ev ent Sub-Domain::
CausalAssessment

{leaf}

::PerformedObservation
+ methodCode:  DSET<CD>
+ bodyPositionCode:  CD
+ targetAnatomicSiteCode:  CD
+ targetAnatomicSiteLateralityCode:  CD
+ /focalDuration:  PQ.TIME
+ /focalDateRange:  IVL<TS.DATETIME>
::PerformedActivity
+ /actualDuration:  PQ.TIME
+ actualDateRange:  IVL<TS.DATETIME>
+ /delayDuration:  PQ.TIME
+ missedReason:  DSET<SC>
+ missedIndicator:  BL
+ statusCode:  CD
+ statusDate:  TS.DATETIME
::Activity
+ identifier:  II
+ reasonCode:  DSET<CD>
+ comment:  ST

Adv erse Ev ent Sub-Domain::
Adv erseEv entOutcomeResult

{leaf}

::PerformedObservationResult
+ identifier:  II
+ typeCode:  CD
+ result:  ANY
+ resultCodeModifiedText:  ST
+ targetAnatomicSiteCode:  CD
+ confidentialityCode:  CD
+ uncertaintyCode:  CD
+ reportedDate:  TS.DATETIME
+ comment:  ST

Protocol Representation Sub-Domain::
StudyResource

+ primaryIndicator:  BL
+ effectiveDateRange:  IVL<TS.DATETIME>

Protocol Representation 
Sub-Domain::Funding

{leaf}

::Resource
+ activeIndicator:  BL
+ inactiveComment:  ST

Protocol Representation 
Sub-Domain::Serv ice

{leaf}

+ typeCode:  CD
::Resource
+ activeIndicator:  BL
+ inactiveComment:  ST

Adv erse Ev ent Sub-Domain::
Adv erseEv entOutcomeAssessment

{leaf}

::PerformedObservation
+ methodCode:  DSET<CD>
+ bodyPositionCode:  CD
+ targetAnatomicSiteCode:  CD
+ targetAnatomicSiteLateralityCode:  CD
+ /focalDuration:  PQ.TIME
+ /focalDateRange:  IVL<TS.DATETIME>
::PerformedActivity
+ /actualDuration:  PQ.TIME
+ actualDateRange:  IVL<TS.DATETIME>
+ /delayDuration:  PQ.TIME
+ missedReason:  DSET<SC>
+ missedIndicator:  BL
+ statusCode:  CD
+ statusDate:  TS.DATETIME
::Activity
+ identifier:  II
+ reasonCode:  DSET<CD>
+ comment:  ST

Adv erse Ev ent Sub-Domain::
ProductActionTakenRelationship

+ delayDuration:  PQ.TIME

Protocol Representation Sub-Domain::DefinedAdministrativ eActiv ity
{leaf}

::DefinedActivity
+ nameCode:  CD
+ categoryCode:  CD
+ subcategoryCode:  CD
+ repeatFrequencyCode:  CD
+ repeatFrequencyRatio:  RTO<INT,PQ.TIME>
+ repeatQuantity:  URG<INT>
+ /repeatDuration:  PQ.TIME
+ description:  ST
+ statusCode:  CD
+ statusDate:  TS.DATETIME
::Activity
+ identifier:  II
+ reasonCode:  DSET<CD>
+ comment:  ST

Study Conduct Sub-Domain::PerformedImaging
{leaf}

+ imageIdentifier:  II
+ enhancementRateValue:  RTO<PQ, PQ.TIME>
+ enhancementDescription:  ST
+ contrastAgentEnhancementIndicator:  BL
::PerformedObservation
+ methodCode:  DSET<CD>
+ bodyPositionCode:  CD
+ targetAnatomicSiteCode:  CD
+ targetAnatomicSiteLateralityCode:  CD
+ /focalDuration:  PQ.TIME
+ /focalDateRange:  IVL<TS.DATETIME>
::PerformedActivity
+ /actualDuration:  PQ.TIME
+ actualDateRange:  IVL<TS.DATETIME>
+ /delayDuration:  PQ.TIME
+ missedReason:  DSET<SC>
+ missedIndicator:  BL
+ statusCode:  CD
+ statusDate:  TS.DATETIME
::Activity
+ identifier:  II
+ reasonCode:  DSET<CD>
+ comment:  ST

Protocol Representation 
Sub-Domain::StudyActiv ity

+ studyFocusIndicator:  BL

Protocol Representation Sub-Domain::DefinedObserv ationResult

+ result:  ANY
+ typeCode:  CD
+ targetCodingSystem:  II
+ targetAnatomicSiteCode:  CD
+ confidentialityCode:  CD
+ derivationExpression:  ST
+ comment:  ST

Protocol Representation Sub-Domain::
DefinedStudySubjectMilestone

{leaf}

::DefinedActivity
+ nameCode:  CD
+ categoryCode:  CD
+ subcategoryCode:  CD
+ repeatFrequencyCode:  CD
+ repeatFrequencyRatio:  RTO<INT,PQ.TIME>
+ repeatQuantity:  URG<INT>
+ /repeatDuration:  PQ.TIME
+ description:  ST
+ statusCode:  CD
+ statusDate:  TS.DATETIME
::Activity
+ identifier:  II
+ reasonCode:  DSET<CD>
+ comment:  ST

constraints
{Is a Function Performed By Qualifier}

Protocol Representation Sub-Domain::
DefinedStudyAdministrativ eActiv ity

{leaf}

::DefinedActivity
+ nameCode:  CD
+ categoryCode:  CD
+ subcategoryCode:  CD
+ repeatFrequencyCode:  CD
+ repeatFrequencyRatio:  RTO<INT,PQ.TIME>
+ repeatQuantity:  URG<INT>
+ /repeatDuration:  PQ.TIME
+ description:  ST
+ statusCode:  CD
+ statusDate:  TS.DATETIME
::Activity
+ identifier:  II
+ reasonCode:  DSET<CD>
+ comment:  ST

constraints
{Is a Function Performed By Not Applicable}

Protocol Representation Sub-Domain::
DefinedExperimentalUnitAllocation

{leaf}

+ methodCode:  CD
::DefinedActivity
+ nameCode:  CD
+ categoryCode:  CD
+ subcategoryCode:  CD
+ repeatFrequencyCode:  CD
+ repeatFrequencyRatio:  RTO<INT,PQ.TIME>
+ repeatQuantity:  URG<INT>
+ /repeatDuration:  PQ.TIME
+ description:  ST
+ statusCode:  CD
+ statusDate:  TS.DATETIME
::Activity
+ identifier:  II
+ reasonCode:  DSET<CD>
+ comment:  ST

Protocol Representation Sub-Domain::
DefinedSpecimenStorage

{leaf}

::DefinedActivity
+ nameCode:  CD
+ categoryCode:  CD
+ subcategoryCode:  CD
+ repeatFrequencyCode:  CD
+ repeatFrequencyRatio:  RTO<INT,PQ.TIME>
+ repeatQuantity:  URG<INT>
+ /repeatDuration:  PQ.TIME
+ description:  ST
+ statusCode:  CD
+ statusDate:  TS.DATETIME
::Activity
+ identifier:  II
+ reasonCode:  DSET<CD>
+ comment:  ST

constraints
{actualIndicator Qualifier}

Protocol Representation Sub-Domain::
DefinedStudyAgentTransfer

{leaf}

::DefinedActivity
+ nameCode:  CD
+ categoryCode:  CD
+ subcategoryCode:  CD
+ repeatFrequencyCode:  CD
+ repeatFrequencyRatio:  RTO<INT,PQ.TIME>
+ repeatQuantity:  URG<INT>
+ /repeatDuration:  PQ.TIME
+ description:  ST
+ statusCode:  CD
+ statusDate:  TS.DATETIME
::Activity
+ identifier:  II
+ reasonCode:  DSET<CD>
+ comment:  ST

constraints
{Is a Function Performed By Qualifier}

Protocol Representation Sub-Domain::DefinedProcedure
{leaf}

+ methodCode:  CD
+ approachAnatomicSiteCode:  CD
+ targetAnatomicSiteCode:  CD
::DefinedActivity
+ nameCode:  CD
+ categoryCode:  CD
+ subcategoryCode:  CD
+ repeatFrequencyCode:  CD
+ repeatFrequencyRatio:  RTO<INT,PQ.TIME>
+ repeatQuantity:  URG<INT>
+ /repeatDuration:  PQ.TIME
+ description:  ST
+ statusCode:  CD
+ statusDate:  TS.DATETIME
::Activity
+ identifier:  II
+ reasonCode:  DSET<CD>
+ comment:  ST

constraints
{Uses Qualifier}

Protocol Representation Sub-Domain::
DefinedSubstanceAdministration

{leaf}

+ dose:  PQ
+ doseFrequencyCode:  CD
+ doseRegimen:  ST
+ dailyDoseTotal:  PQ
+ routeOfAdministrationCode:  CD
::DefinedProcedure
+ methodCode:  CD
+ approachAnatomicSiteCode:  CD
+ targetAnatomicSiteCode:  CD
::DefinedActivity
+ nameCode:  CD
+ categoryCode:  CD
+ subcategoryCode:  CD
+ repeatFrequencyCode:  CD
+ repeatFrequencyRatio:  RTO<INT,PQ.TIME>
+ repeatQuantity:  URG<INT>
+ /repeatDuration:  PQ.TIME
+ description:  ST
+ statusCode:  CD
+ statusDate:  TS.DATETIME
::Activity
+ identifier:  II
+ reasonCode:  DSET<CD>
+ comment:  ST

Protocol Representation Sub-Domain::
DefinedSpecimenCollection

{leaf}

::DefinedProcedure
+ methodCode:  CD
+ approachAnatomicSiteCode:  CD
+ targetAnatomicSiteCode:  CD
::DefinedActivity
+ nameCode:  CD
+ categoryCode:  CD
+ subcategoryCode:  CD
+ repeatFrequencyCode:  CD
+ repeatFrequencyRatio:  RTO<INT,PQ.TIME>
+ repeatQuantity:  URG<INT>
+ /repeatDuration:  PQ.TIME
+ description:  ST
+ statusCode:  CD
+ statusDate:  TS.DATETIME
::Activity
+ identifier:  II
+ reasonCode:  DSET<CD>
+ comment:  ST

constraints
{actualIndicator Qualifier}

Protocol Representation Sub-Domain::
DefinedEligibilityCriterion

{leaf}

+ requiredResponse:  ANY
+ displayOrder:  INT
::DefinedObservation
+ methodCode:  DSET<CD>
+ bodyPositionCode:  CD
+ targetAnatomicSiteCode:  CD
+ targetAnatomicSiteLateralityCode:  CD
+ /focalDuration:  PQ.TIME
+ focalDateRange:  EXPR<IVL<TS.DATETIME>>
::DefinedActivity
+ nameCode:  CD
+ categoryCode:  CD
+ subcategoryCode:  CD
+ repeatFrequencyCode:  CD
+ repeatFrequencyRatio:  RTO<INT,PQ.TIME>
+ repeatQuantity:  URG<INT>
+ /repeatDuration:  PQ.TIME
+ description:  ST
+ statusCode:  CD
+ statusDate:  TS.DATETIME
::Activity
+ identifier:  II
+ reasonCode:  DSET<CD>
+ comment:  ST

constraints
{Is a Function Performed By Qualifier}

Protocol Representation Sub-Domain::
DefinedStratificationCriterion

{leaf}

::DefinedObservation
+ methodCode:  DSET<CD>
+ bodyPositionCode:  CD
+ targetAnatomicSiteCode:  CD
+ targetAnatomicSiteLateralityCode:  CD
+ /focalDuration:  PQ.TIME
+ focalDateRange:  EXPR<IVL<TS.DATETIME>>
::DefinedActivity
+ nameCode:  CD
+ categoryCode:  CD
+ subcategoryCode:  CD
+ repeatFrequencyCode:  CD
+ repeatFrequencyRatio:  RTO<INT,PQ.TIME>
+ repeatQuantity:  URG<INT>
+ /repeatDuration:  PQ.TIME
+ description:  ST
+ statusCode:  CD
+ statusDate:  TS.DATETIME
::Activity
+ identifier:  II
+ reasonCode:  DSET<CD>
+ comment:  ST

constraints
{Is a Function Performed By Qualifier}
{Permissible Result Qualifier}

Protocol Representation Sub-Domain::
DefinedImaging

{leaf}

+ enhancementRateValue:  RTO<PQ, PQ.TIME>
+ enhancementDescription:  ST
+ contrastAgentEnhancementIndicator:  BL
::DefinedObservation
+ methodCode:  DSET<CD>
+ bodyPositionCode:  CD
+ targetAnatomicSiteCode:  CD
+ targetAnatomicSiteLateralityCode:  CD
+ /focalDuration:  PQ.TIME
+ focalDateRange:  EXPR<IVL<TS.DATETIME>>
::DefinedActivity
+ nameCode:  CD
+ categoryCode:  CD
+ subcategoryCode:  CD
+ repeatFrequencyCode:  CD
+ repeatFrequencyRatio:  RTO<INT,PQ.TIME>
+ repeatQuantity:  URG<INT>
+ /repeatDuration:  PQ.TIME
+ description:  ST
+ statusCode:  CD
+ statusDate:  TS.DATETIME
::Activity
+ identifier:  II
+ reasonCode:  DSET<CD>
+ comment:  ST

Protocol Representation Sub-Domain::
DefinedExclusionCriterion

{leaf}

::DefinedEligibil ityCriterion
+ requiredResponse:  ANY
+ displayOrder:  INT
::DefinedObservation
+ methodCode:  DSET<CD>
+ bodyPositionCode:  CD
+ targetAnatomicSiteCode:  CD
+ targetAnatomicSiteLateralityCode:  CD
+ /focalDuration:  PQ.TIME
+ focalDateRange:  EXPR<IVL<TS.DATETIME>>
::DefinedActivity
+ nameCode:  CD
+ categoryCode:  CD
+ subcategoryCode:  CD
+ repeatFrequencyCode:  CD
+ repeatFrequencyRatio:  RTO<INT,PQ.TIME>
+ repeatQuantity:  URG<INT>
+ /repeatDuration:  PQ.TIME
+ description:  ST
+ statusCode:  CD
+ statusDate:  TS.DATETIME
::Activity
+ identifier:  II
+ reasonCode:  DSET<CD>
+ comment:  ST

Protocol Representation Sub-Domain::
DefinedInclusionCriterion

{leaf}

::DefinedEligibil ityCriterion
+ requiredResponse:  ANY
+ displayOrder:  INT
::DefinedObservation
+ methodCode:  DSET<CD>
+ bodyPositionCode:  CD
+ targetAnatomicSiteCode:  CD
+ targetAnatomicSiteLateralityCode:  CD
+ /focalDuration:  PQ.TIME
+ focalDateRange:  EXPR<IVL<TS.DATETIME>>
::DefinedActivity
+ nameCode:  CD
+ categoryCode:  CD
+ subcategoryCode:  CD
+ repeatFrequencyCode:  CD
+ repeatFrequencyRatio:  RTO<INT,PQ.TIME>
+ repeatQuantity:  URG<INT>
+ /repeatDuration:  PQ.TIME
+ description:  ST
+ statusCode:  CD
+ statusDate:  TS.DATETIME
::Activity
+ identifier:  II
+ reasonCode:  DSET<CD>
+ comment:  ST

Protocol Representation 
Sub-Domain::

DefinedCompositionRelationship

+ sequenceNumber:  INT
+ priorityNumber:  INT
+ pauseQuantity:  PQ.TIME
+ comment:  ST

Protocol Representation 
Sub-Domain::

DefinedOptionRelationship

+ pauseQuantity:  PQ.TIME
+ priorityNumber:  INT
+ comment:  ST

Protocol Representation Sub-Domain::
DefinedContingentOnRelationship

+ evaluableExpression:  ED
+ pauseQuantity:  PQ.TIME
+ completionRequiredBeforeStartingIndicator:  BL
+ comment:  ST

constraints
{completionRequiredIndicator Qualifier}
{Is Contingent Upon Exclusive Or}

Protocol Representation Sub-Domain::
DefinedRepeatActiv ityUntilRule

+ cessationPauseQuantity:  PQ.TIME
+ checkpointCode:  CD
+ conjunctionCode:  CD
+ comment:  ST

constraints
{Is Repeated Until Exclusive Or}

Protocol Representation Sub-Domain::DefinedCriterionGroup

Protocol Representation Sub-Domain::
DefinedCriterionGroupCompositionRelationship

+ sequenceNumber:  INT
+ priorityNumber:  INT
+ pauseQuantity:  PQ.TIME
+ comment:  ST

constraints
{Is the Component Of Exclusive Or}

Protocol Representation Sub-Domain::
DefinedCriterionGroupOptionRelationship

+ pauseQuantity:  PQ.TIME
+ priorityNumber:  INT
+ comment:  ST

constraints
{Is the Choice that has as Option Exclusive Or}

Protocol Representation Sub-Domain::PlannedActivity

+ name:  ST
+ purpose:  ST
+ targetAccrualNumberRange:  URG<INT>
+ description:  ST
+ blindedDescription:  ST
+ plannedDuration:  PQ.TIME
+ repeatFrequencyCode:  CD
+ repeatFrequencyRatio:  RTO<INT,PQ.TIME>
+ repeatQuantity:  INT
+ /repeatDuration:  PQ.TIME
::Activity
+ identifier:  II
+ reasonCode:  DSET<CD>
+ comment:  ST

constraints
{Repeat Frequency Exclusive Or}
{Repeat Duration or Quantity Exclusive Or}
{actualIndicator Qualifier}

Protocol Representation 
Sub-Domain::

PlannedCompositionRelationship

+ sequenceNumber:  INT
+ priorityNumber:  INT
+ pauseQuantity:  PQ.TIME
+ comment:  ST

Protocol Representation 
Sub-Domain::

PlannedContingentOnRelationship

+ pauseQuantity:  PQ.TIME
+ evaluableExpression:  ED
+ comment:  ST

constraints
{Is Contingent Upon Exclusive Or}

Protocol Representation Sub-Domain::PlannedCriterionGroup

Protocol Representation Sub-Domain::
PlannedCriterionGroupCompositionRelationship

+ sequenceNumber:  INT
+ priorityNumber:  INT
+ pauseQuantity:  PQ.TIME
+ comment:  ST

constraints
{Is the Parent Of Exclusive Or}

Protocol Representation Sub-Domain::
PlannedCriterionGroupOptionRelationship

+ priorityNumber:  INT
+ pauseQuantity:  PQ.TIME
+ comment:  ST

constraints
{Is a Choice that has as Option Exclusive Or}

Protocol Representation 
Sub-Domain::

PlannedOptionRelationship

+ priorityNumber:  INT
+ pauseQuantity:  PQ.TIME
+ comment:  ST

Protocol Representation Sub-Domain::
PlannedRandomizationBookAllocation

{leaf}

::PlannedActivity
+ name:  ST
+ purpose:  ST
+ targetAccrualNumberRange:  URG<INT>
+ description:  ST
+ blindedDescription:  ST
+ plannedDuration:  PQ.TIME
+ repeatFrequencyCode:  CD
+ repeatFrequencyRatio:  RTO<INT,PQ.TIME>
+ repeatQuantity:  INT
+ /repeatDuration:  PQ.TIME
::Activity
+ identifier:  II
+ reasonCode:  DSET<CD>
+ comment:  ST

constraints
{DefinedActivity Qualifier}
{Repeat Not Applicable}

Protocol Representation Sub-Domain::
PlannedRepeatActiv ityUntilRule

+ cessationPauseQuantity:  PQ.TIME
+ checkpointCode:  CD
+ conjunctionCode:  CD
+ comment:  ST

constraints
{Is Repeated Until Exclusive Or}

Protocol Representation 
Sub-Domain::

ReferenceToStudyResults

+ publicationIdentifier:  II
+ publicationName:  ST
+ universalResourceLocator:  URL
+ citationDescription:  ST
+ linkPageDescription:  ST

Protocol Representation Sub-Domain::
StudyProtocolDocument

{leaf}

+ publicTitle:  ST
+ publicDescription:  ST
+ scientificDescription:  ST
::Document
+ typeCode:  CD
+ officialTitle:  ST
+ text:  ED
+ keywordCode:  DSET<CD>
+ keywordText:  DSET<ST>
+ revisionReason:  ST
+ revisionNumberText:  ST
+ uniformResourceLocator:  URL
+ bibliographicDesignation:  ST

Protocol Representation Sub-Domain::DefinedStratificationCriterionPermissibleResult
{leaf}

::DefinedObservationResult
+ result:  ANY
+ typeCode:  CD
+ targetCodingSystem:  II
+ targetAnatomicSiteCode:  CD
+ confidentialityCode:  CD
+ derivationExpression:  ST
+ comment:  ST

constraints
{Association Cardinality Qualifier}

Common Sub-Domain::
ProductPart

+ strength:  RTO<PQ,PQ>
+ activeIngredientIndicator:  BL

Study Conduct Sub-Domain::
StudySiteResearchCoordinator

::StudySiteContact
+ roleCode:  CD
+ primaryIndicator:  BL
+ postalAddress:  AD
+ telecomAddress:  BAG<TEL>
+ statusCode:  CD
+ statusDate:  TS.DATETIME

Common Sub-Domain::StudySubjectIdentifier

+ identifier:  II
+ typeCode:  CD
+ effectiveDateRange:  IVL<TS.DATETIME>

Protocol Representation 
Sub-Domain::

RegistrationCenter
{leaf}

+ telecomAddress:  TEL

Study Conduct Sub-Domain::Assessor

+ actualIndicator:  BL

constraints
{Is a Function Performed By Exclusive Or}
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• Global, open, multi-disciplinary, vendor-
neutral, non-profit (501c3) standards 
developing organization (SDO) 

• Founded 1997, incorporated 2000 
• Supported partially through memberships 

(~300 org. members, e.g. academia, 
biopharma, service / technology providers); 
also grants, education and contributions 

• Liaison A Status with ISO TC 215 
• Leadership of Joint Initiative Council (JIC) 

for Global Harmonization of Standards 
• Charter agreement with HL7 (2001) 
• Member of ANSI-led ISO TAG  
• Leader of IHE QRPH Committee 
• Active Coordinating Committees (3C) 

 Europe, Japan, China, Korea 

• 20 User Networks (includes 10 in US + S. Africa) 

• >> 60 countries in participant database 
 
 

The ‘common language’ for  
global clinical research  

Clinical Data Interchange 
Standards Consortium 
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Consensus-based, open and freely available – www.cdisc.org 
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Study 
Sponsor 
EDC  DB 

 
Reviewers 
 (Regulators, 

Sponsor, Others)   EDC 

EHR 

Data Sources 

EHR 

Site 
Research 
Archive 

Patient Value:  
Quality of Healthcare, Safety 

De-identified 
Continuity of 

Care Doc 
(CCDA)->CRD 

HITSP 
Interoperability  
Specification # 158 

RFD 

Research 
Results, 

eSubmission 
Standard 
Formats 

Produces a standard  
core research dataset; 

Enables 21CFR11-compliant 
interoperability and eSource 
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NCI – Current Roles/Contributions 

• NCI should be commended for leadership, accomplishments 
and expertise in this area, particularly services for controled 
Terminology/EVS and CDEs 

• Key Stakeholder in BRIDG, providing expertise and resources 
• LSDAM – Life Sciences Domain Analysis Model now being 

‘integrated’ with BRIDG 
• Alignment of CDASH and analogous NCI CDEs  
• TA Standards development with CDISC and HL7 CIC 
• Much more… 
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Standards and ‘Tools’ Needed 
• A global, accessible electronic library, which through 

advanced technology, enables precise and 
standardised data element definitions (including 
value sets)  that can be used in applications and 
studies to improve biomedical research and its link 
with healthcare  (e.g. SHARE = Shared Health and 
Research Electronic Library) 
 
 

 
• Therapeutic area standards (e.g. for oncology studies 

worldwide) offered through an SDO 

12 

Key purposes:   
a) Develop therapeutic area standards & others faster 
b) Make current standards more accessible and useful 
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Suggestions for NCIB-Discussion 
• Use relevant and appropriate existing standards and promote 

these throughout NCI 
• Develop specific, meaningful data sharing plans 
• Base NCI standards plan/roadmap on BRIDG 
• Collaborate to develop global oncology-specific standards  
• Invest in a new open SI environment with BRIDG/EVS as core 

infrastructure 
• Inform Meaningful Use 3 

*** Continue to collaborate with SDOs and others: 
 Innovative Medicines Initiative (IMI) 
 NLM and/or NCATS 
 EORTC 
 CIMI 
 Patient Groups and Others… 
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